
B4000 
Bed System 
Measurement 
Device



Due to increased life-threatening entrapment associated with hospital 
bed systems, the FDA & HBSW issued specific guidelines (Hospital 
Bed System Dimensional and Assessment Guidance to Reduce 
Entrapment) which assesses entrapment risks associated with 
hospital bed systems.
 

| PROBLEM

| SOLUTION

| RESULTS

The B4000 Bed System Measurement Device, created by the Hospital 
Bed Safety Workgroup, is the only validated tool that test to the FDA’s 
Hospital Bed System Dimensional and Assessment Guide document.

The B4000 and its easy to read pass/fail zones, allows a two-person 
team to test the 4 critical zones of a bed system in just 15 minutes 
providing documentable results that comply with CMS Guidance. 
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Did you know? 
- There are four critical entrapment zones that can cause injury or death.
 - Safety Hazards Related to Bed Rail use have been Realized since 1990
- Hospital Bed System Dimensional and Assessment Guidance to Reduce Entrapment issued on March 10, 2006 by FDA. 
 (View document here.)
- Hospital Bed Safety Workgroup (HBSW) Developed Bed Safety Entrapment Kit which includes the B4000
 
 F-Tag 909 pertains to use of bedrails and  regular inspection of the bed system
 
CMS takes enforcement actions when a facility is not in Compliance with Bed Rail Systems as stated by the Medicare and 
Medicaid Guidelines. Identified as area of concern, possible immediate jeopardy.
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CRITICAL
ENTRAPMENT ZONES

Sources:
. https://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/GeneralHospitalDevicesandSupplies/HospitalBeds/ucm123676.htm
. https://www.fda.gov/ForConsumers/ConsumerUpdates/ucm164366.htm
. https://www.fda.gov/medicaldevices/productsandmedicalprocedures/generalhospitaldevicesandsupplies/hospitalbeds/default.htm
 

3

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm072662.htm


Within the bed 
rail.
 

| ZONE 1| ZONE

| ZONE | ZONE

| ZONE 2
Between the bottom 
of the rail and the 
top of the mattress 
and 
between rail 
supports.

| ZONE 3 | ZONE 4

| ZONE

Between the 
outside edge of 
the mattress and 
the inside of the 
side rail.

Between the top of 
the compressed 
mattress and the 
bottom of the rail, at 
the end of the rail.
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|B4000 Product 
Chart 

Download here
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http://file///C:/Users/Alexandra/Documents/BST/B4000/Feat&BenB4000.pdf


Facilities are required to conduct regular inspection of all bed frames, mattresses and bed rails as part of a regular maintenance 
program. When rails and mattress are purchased separately from the frame, the facility must ensure all are compatible.
 
 
 
 
 

Standardizing 
Procedures & Documentation
Across Facilities
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A regular bed 
maintenance program

 

 

Facility May Be Required to Show 
Compliance of 

Proper fit of the 
mattress to the bed 

frame

Proper installation of bed rail 
according to manufacturer's 
requirements to entrapment 

zones
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1. Evaluate the residents need 
for assist devices and side 

rails. (F700)

 

Best Practices | Testing
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2. Test when a modification is 
made to assist devices and 

side rails.
 

3. Test according to 
manufacturers requirements.



Reduce Corporate 
and Facility Risk 
by Standardizing 
Testing 
Procedures and 
Practices.

9



•Cone and Cylinder Tool
•Scale
•Safety Strap
•User’s Guide
•Record-able Compliance Documents
•USB Drive
•Storage Briefcase

HARDWARE 
INCLUDED

 

WEIGHT
•In Use: 15  lbs.
•In Storage: 27 lbs.
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One -Year on all parts 
and labor

Warranty
 

CalibrationGuarantee
30-Day limited money 

back

Required annually on the 
scale
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Bionix Development Corporation



Resources
 

Documentation - Click title to view

Product Videos - Click title to view video
1. Intro - B4000 Bed System Measurement Device
2. Testing Zone 1
3. Testing Zone 2
4. Testing Zone 3 
5. Testing Zone 5

1. B4000 Bed System Measurement Device Sell Sheet
2. B4000 Bed System Worksheet
3. Calibration Information
4. Warranty Information
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https://vimeo.com/229288019
https://vimeo.com/229291309
https://vimeo.com/229288682
https://vimeo.com/229288682
https://vimeo.com/229290045
https://www.bionix.com/safetytech/wp-content/uploads/sites/4/2017/04/B4000.pdf
https://www.bionix.com/safetytech/wp-content/uploads/sites/4/2017/04/RM95-4100_B4000-Worksheet-Pads.pdf
https://www.bionix.com//safetytech/calibration-information/
https://www.bionix.com//safetytech/warranty-information/


B4000 INSTRUCTIONS
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B4000 INSTRUCTIONS
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B4000 INSTRUCTIONS
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B4000 INSTRUCTIONS
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